
S.No. Product /Generic Name 

AZITHROMYCIN

TABLETS USP 500MG

10 ASPIRIN & CAFFEINE TABLETS 

11 TRANEXAMIC ACID INJECTION BP 100MG/ML

12 VANCOMYCIN HYDROCHLORIDE FOR INJECTION USP 500MG

LIST OF CTD DOSSIERS

1 LEVOFLOXACIN TABLETS USP 500 MG 

2

3 SPECTINOMYCIN FOR INJECTABLE SUSPENSION 

7 POVIDONE -IODINE SOLUTION 10 % W/V

8 IRON -SUCROSE INJECTION 20 MG/ML 

9 SODIUM BICARBONATE INJECTION USP 8.4%W/V

4 PROPOFOL INJECTION BP 1 %

5 PROPOFOL INJECTION BP 2 %

6 TIABENDAZOLE OINTMENT 5%



MIDAZOLAM INJECTION BP 5MG/ML

AMOXICILLIN AND

CLAVULANATE POTASSIUM

TABLETS USP 500MG +125MG

AMOXICILLIN AND

CLAVULANATE POTASSIUM

TABLETS USP 875MG + 125MG

AMOXICILLIN AND

CLAVULANATE POTASSIUM FOR

ORAL SUSPENSION USP 200MG +

28.5MG PER 5ML, 100ML

REMDESIVIR

FOR INJECTION 100 MG

(LYOPHILISED)

KETAMINE HYDROCHLORIDE INJECTION USP 50MG/ML

20

21

22

23

24 REMDESIVIR INJECTION 100 MG (SOLUTION FOR INFUSION)

16 METHYLERGOMETRINE MALEATE TABLETS 0.125 MG

17
ATRONET

 (ATROPINE EYE DROPS BP 1% W/V, 5ML)

18

19

13 NIFEDIPINE EXTENDED-RELEASE TABLETS USP 30MG

14 BUPIVACAINE HYDROCHLORIDE IN DEXTROSE INJECTION USP 

15 CEFTAZIDIME FOR INJECTION USP 1GM/VIAL



HYDROCORTISONE

SODIUM SUCCINATE FOR

INJECTION USP 100MG

HYOSCINE BUTYLBROMIDE TABLETS BP10MG

SILDENAFIL CITRATE TABLETS 100 MG

35 METRONIDAZOLE ORAL SUSPENSION BP 200MG/ 5ML, 100 ML

36

31 CYCLOPHOSPHAMIDE FOR INJECTION USP 500MG/VIAL

32

33 LIDOCAINE HYDROCHLORIDE INJECTION USP 2% W/V

34

28 PENTAZOCINE INJECTION BP 30MG/ML

29
CHLORAMPHENICOL SODIUM SUCCINATE FOR INJECTION BP 

1G/VIAL

30

ARTESUNATE FOR INJECTION 60MG

SODIUM BICARBONATE INJECTION USP 5%W/V

SODIUM CHLORIDE INJECTION USP 0.9%W/V

25 OMEPRAZOLE FOR INJECTION 20 MG

26 OMEPRAZOLE FOR INJECTION 40 MG/VIAL

27 (CLOTRIMAZOLE 1% W/W+ GENTAMICIN 0.1% W/W)



SODIUM BICARBONATE INJECTION USP 5%W/V, 1ML

SODIUM CHLORIDE INJECTION USP 0.9%W/V, 5ML

ARTEETHER

(Α-Β ARTEETHER INJECTION

150MG/2ML; 2 ML

FLUOROURACIL

INJECTION BP 500MG/10ML

47 CEFOTAXIME FOR INJECTION USP 1G/VIAL

48
CHLORAMPHENICOL SODIUM SUCCINATE FOR INJECTION BP 1 GM 

/VIAL

49
AMOXICILLIN AND POTASSIUM CLAVULANATE INJECTION BP 1.2 

GM

44 FLUPHENAZINE DECANOATE INJECTION USP 25MG/ML

45 CISPLATIN INJECTION BP 50MG/50ML

46 THIOPENTAL SODIUM FOR INJECTION USP 1G/VIAL

40
TRAMADOL (TRAMADOL HYDROCHLORIDE INJECTION 

100MG/2ML;2ML)

41

42 HEPARIN (HEPARIN SODIUM INJECTION USP 5000 IU/ML, 5ML)

43 CYCLOPHOSPHAMIDE FOR INJECTION USP 500MG/VIAL

37

38

39 SPECTINOMYCIN FOR INJECTABLE SUSPENSION USP 2G)



CHLOROQUINE PHOSPHATE

INJECTION BP  40MG/ML 30ML

KETAMINE

HYDROCHLORIDE INJECTION USP

50MG/ML, 10ML)

LIDOCAINE AND

ADRENALINE INJECTION BP 2% W/V

PROGESTERONE INJECTION BP

25MG/ML, 1ML

OMEPRAZOLE

FOR INJECTION 40MG

TRAMADOL

(TRAMADOL HYDROCHLORIDE

INJECTION 100MG/2ML

FLUOROURACIL

INJECTION BP 500MG/10ML)

HEPARIN

(HEPARIN SODIUM INJECTION

USP 5000 IU/ML

PROGESTERONE INJECTION BP

25MG/ML

61
AMOXICILLIN FOR ORAL SUSPENSION USP (PAEDIATRICS) 

250MG/5ML

56

57

58

59 AMOXICILLIN CAPSULES BP 500 MG

60 AMOXICILLIN FOR ORAL SUSPENSION USP (NEONATE) 125MG/5ML

50

51

52

53

54

55



(DEXTROMETHORPHAN HYDROBROMIDE,

PHENYLEPHRINE HYDROCHLORIDE AND

CHLORPHENIRAMINE MALEATE SYRUP

74 FLUPHENAZINE TABLETS BP 2.5MG

71 DIAZEPAM TABLETS BP 5MG

72
DICLOFENAC POTASSIUM, PARACETAMOL AND CHLORZOXAZONE 

TABLETS)

73
IRON (III) -HYDROXIDE POLYMALTOSE COMPLEX & FOLIC ACID 

CAPSULES)

67

68 CEPHALEXIN FOR ORAL SUSPENSION USP 250MG/5ML

69 CLOTRIMAZOLE VAGINAL TABLETS 100MG

70 DIAZEPAM TABLETS BP 2MG

64 TADALAFIL TABLETS USP 20MG

65 TADALAFIL & DAPOXETINE TABLETS 20MG + 60MG

66 CALCIUM FOLINATE TABLETS BP 15MG

62 ARTEMETHER & LUMEFANTRINE TABLETS 80 + 480 MG

63 BIPERIDEN HYDROCHLORIDE TABLETS USP 2MG



86
        (ERYTHROMYCIN STEARATE FOR ORAL SUSPENSION USP’20  

250MG/5ML – 100ML)

83 AMIODARONE TABLETS BP 200MG

84 (ARTEMETHER + LUMEFANTRINE TABLETS; 20 + 120MG)

85 EPHEDRIN INJECTION BP 50 MG/ML ,1 ML

80 PROTAMINE SULFATE INJECTION USP 50MG/5ML (10MG/ML)

81
BETAMETHASONE DIPROPIONATE, CLOTRIMAZOLE & NEOMYCIN 

SULFATE CREAM

82
AMOXICILLIN AND CLAVULANATE POTASSIUM TABLET USP; 875MG 

+ 125MG

77 MORPHINE SULPHATE INJECTION BP 10MG/ML

78 MULTIVITAMIN TABLETS

79 POVIDONE IODINE SOLUTION BP 10%W/V 

75 HALOPERIDOL INJECTION BP 5MG/ML

76 HYDRALAZINE HYDROCHLORIDE INJECTION USP 20MG/ML



VITAMIN A + E)

30000 IU/70 MG

AMITRIPTYLINE

HYDROCHLORIDE TABLETS

USP 25MG

AZITHROMYCIN FOR ORAL

SUSPENSION USP 200MG/5ML, 30ML

CEFUROXIME AXETIL

USP 125MG/5ML, 100ML)

OFLOXACIN TABLETS USP

200MG

OFLOXACIN TABLETS USP

400MG

FLUCONAZOLE

CAPSULES 100MG

OFLOXACIN EYE/EAR

DROPS 0.3% W/V, 10ML

98

99

100 SALBUTAMOL TABLETS BP 4MG

101 (Α-Β ARTEETHER INJECTION 150MG/2ML)

92

93

94

95

96

97

89 NYSTATIN TABLETS USP 500000 IU)

90
KETOCONAZOLE + CLOBETASOL PROPIONATE + NEOMYCIN 

SULFATE

91 CLINDAMYCIN CAPSULES 150MG

87 INDOMETACIN TABLETS 25MG

88
HYDROQUINONE, TRETINOIN AND MOMETASONE FUROATE 

CREAM 20GM



AMILORIDE

HYDROCHLORIDE AND HYDROCHLOROTHIAZIDE

TABLETS USP) (5MG+50MG)

FLUCONAZOLE,

AZITHROMYCIN, SECNIDAZOLE TABLETS,

150MG+500MG+1G)

DIHYDROARTEMISININ 32MG,

PIPERAQUINE PHOSPHATE 320 MG &

TRIMETHOPRIM 90 MG TABLETS

CEFUROXIME AXETIL TABLETS

BP 500MG

ACETYLSALICYLIC

ACID TABLETS BP 100MG

PROMETHAZINE

HYDROCHLORIDE INJECTION

USP 50MG/ML, 2ML

CHLORPROMAZINE

TABLETS BP 100MG

111

112

106

107

108 VINPOCETINE TABLETS 5MG

109

110

102
METFORMIN HYDROCHLORIDE+ GLIBENCLAMIDE TABLETS  

500MG+5MG

103 (VITAMIN E INJECTION 400 IU/ML)

104

105 KETAMINE HYDROCHLORIDE INJECTION USP 50MG/ML



MAGNESIUM

SULFATE INJECTION USP

10%W/V, 20ML

MAGNESIUM

SULFATE INJECTION USP

15%W/V, 10ML

NICARDIPINE

HYDROCHLORIDE

INJECTION USP 10MG/10ML

RIBAVIRIN INJECTION 100MG

PER 2ML, 2ML

HEPARIN SODIUM

INJECTION USP 5000 IU/ML, 5ML

PARACETAMOL ORAL SUSPENSION BP

125MG/5ML, 100ML

121 POLYVITA-M INJECTION

122 (FENOFIBRATE TABLETS 160MG)

123 FENOFIBRATE TABLETS 200MG

116

117 PHYTOMENADIONE  INJECTION BP 10MG/ML, 1ML

118

119

120

113

114

115 METHOTREXATETABLETS BP 2.5MG



SODIUM VALPROATE GASTRO-

RESISTANT TABLETS 500MG

TAMISOL XL 400 MICROGRAM CAPSULES (TAMSULOSIN

HYDROCHLORIDE)

HYOSCINE BUTYLBROMIDE

INJECTABLE BP 10MG/ML

HYDROCHLOROTHIAZIDE

TABLETS USP 50MG

METHOTREXATE

INJECTION BP 50MG/2ML

NIFEDIPINE

TABLETS 20MG (NIFEDIPINE

EXTENDED-RELEASE TABLETS USP)

TRIHEXYPHENIDYLE

HYDROCHLORIDE TABLETS USP 5MG

CHLORPROMAZINE

HYDROCHLORIDE INJECTION

USP 25MG/ML

CAFFEINE CITRATE

INJECTION USP 10MG/ML

DIAZEPAM

INJECTION BP 5MG/ML

FERROUS

SULFATE ORAL SOLUTION

USP 125MG/5ML

CALCIUM

GLUCONATE INJECTION BP 10%

W/V

VECURONIUM

BROMIDE FOR INJECTION BP

4MG

135

136

137

129

130

131

132

133

134

124 ROSUVASTATIN TABLETS 10MG)

125

126

127

128



PHLOROGLUCINOL

INJECTION 40MG/4ML

ANTI-HEMORRHOID AGENT

(BETAMETHASONE VALERATE + PHENYLEPHRINE HYDROCHLORIDE 

+ LIDOCAINE HYDROCHLORIDE OINTMENT)

CLONIDINE

INJECTION BP 150 MCG/ML

ARTESUNATE FOR

INJECTION 120MG

METHYLPREDNISOLONE SODIUM SUCCINATE FOR INJECTION

USP 500MG/VIAL

CHLORAMPHENICOL SODIUM SUCCINATE FOR INJECTION BP

1G/VIAL

MUPIROCIN OINTMENT USP 2% W/W,

10GM149

150 OMEPRAZOLE DELAYED-RELEASE CAPSULES USP 20MG

145 METHYLPREDNISOLONE ACETATE INJECTABLE SUSPENSION 

146

147

148
DEXAMETHASONE & CHLORAMPHENICOL EYE DROPS) (0.1%W/V & 

0.5%W/V) 5ML

141 METHYLDOPA TABLETS BP 250MG

142 DOXORUBICIN HYDROCHLORIDE FOR INJECTION BP 50MG/VIAL

143

144 LABETALOL HYDROCHLORIDE INJECTION

138

139

140



THIOCTIC ACID

INJECTION 25MG/ML

IRON SUCROSE INJECTION USP 20MG/ML,

 5 ML

METRONIDAZOLE, CLOTRIMAZOLE AND CHLORHEXIDINE

ACETATE SUPPOSITORIES 200+160+8MG)

CLARITHROMYCIN TABLETS

BP 500MG

IRON WITH VITAMIN B12 AND

FOLIC ACID SYRUP 200ML

SAMULIN ADULT

COUGH SYRUP 125ML

CYPROHEPTADINE WITH

VITAMIN B COMPLEX SYRUP 200ML

161

162

157

158 LEVOCETIRIZINE DIHYDROCHLORIDE TABLETS USP 5MG

159 BISACODYL TABLET BP 5 MG

160

153 ATROPINE EYE DROPS BP 1% W/V, 5ML

154

155 AMANTADINE TABLET 100MG

156

151
ADEMETIONINE BUTANEDISULFONATE FOR INJECTION 400 

MG/VIAL

152



AMIKACIN SULPHATE

INJECTION USP 500MG/2ML, 2ML

AMPICILLIN AND

SULBACTAM 1.5G POWDER FOR

INJECTION

CEFTRIAXONE FOR

INJECTION USP 1G/VIAL

OLANZAPINE

TABLETS USP 10MG

CEPHALEXIN FOR

ORAL SUSPENSION USP

250MG/5ML

174
BETAMETHASONE SODIUM PHOSPHATE AND BETAMETHASONE 

DIPROPIONATE INJECTION 2MG+5MG/ML

175

170 PENICILLIN G BENZATHINE FOR INJECTABLE SUSPENSION 2.4 MIU

171 FLUOXETINE CAPSULES USP 20MG

172

173 RISPERIDONE TABLETS USP 2MG

(VITAMIN B COMPLEX INJECTION 3ML)

167 BENZYLPENICILLIN FOR INJECTION BP 1 MIU

168 BENZYLPENICILLIN FOR INJECTION BP 5 MIU

169
PENICILLIN G BENZATHINE FOR INJECTABLE SUSPENSION USP 1.2 

MIU

163

164

165

166



Comiback of 
one capsule of 

Aprepitant Capsules USP 125 mg & 
two capsules of

Aprepitant Capsules USP 80 mg

Abiraterone Acetate Tablets USP 250 mg

 

Abiraterone Acetate Tablets USP 250 mg

 

Azathioprine Tablets USP 10mg

Abiraterone Acetate Tablets USP 500 mg

 

Bicalutamide Tablets USP 50mg

 

Bicalutamide Tablets USP 150mg

 

Bendamustine Injection 100mg /  Vial

 (As Lyophilized)

 

Chlorambucil Tablets BP 2mg

 

Chlorambucil Tablets USP  2mg

  

  

Anastrozole Tablets USP 1mg

Aprepitant Capsules USP 80 mg

Aprepitant Capsules USP 125 mg

179

178

177

180

181

176

182

183

184

185

186

187

188



Carboplatin Injection BP 50mg / 5ml

 

Carboplatin Injection BP

Carboplatin Injection BP 450mg /45ml

  

Cisplatin Injection BP 10mg /10ml

  

Cisplatin Injection BP  25mg / 25ml

 

Cisplatin Injection BP 50mg /50ml

  

Cytarabine Injection BP 100mg /ml

  

Cytarabine Injection BP 100mg / 5ml 

 

Calcium Folinate Injection BP 50mg /5ml 

Calcium Folinate For Injection BP 100mg/vial

(As Lyophilized)

Calcium Folinate Tablets BP 15mg

 

Calcium Folinate For Injection BP 50mg/vial

(As Lyophilized)

Cyclophosphamide Injection BP 200mg/Vial

 (As Lyophilized)

 

Cyclophosphamide Injection BP

1000mg /  Vial

 (As Lyophilized)

  

Cyclophosphamide Injection USP 200mg/Vial

 (As Lyophilized)

 

Cyclophosphamide Injection USP

1000mg /  Vial

 (As Lyophilized)

  

196

197

198

199

200

201

202

203

204

190

191

192

193

194

195

189



Cyclophosphamide For Injection BP

 (As Lyophilized)

 

Cyclophosphamide For Injection USP

500mg /  Vial

 (As Lyophilized)

 

Cyclophosphamide Tablets USP 50mg

 

Cyclophosphamide Tablets BP 50mg

 

Doxorubicin Hydrochloride Liposome 

Injection

(As Pegylated Liposome)

20mg/ 10ml

Doxorubicin Hydrochloride For Injection BP

10mg / Vial

(As Lyophilized)

 

Doxorubicin Hydrochloride Pegylated 

Liposomal Injection

50mg/ 25ml

 

Doxorubicin Hydrochloride For Injection BP   50mg / Vial

(As Lyophilized) 

Doxorubicin Hydrochloride For Injection USP 10mg / Vial

(As Lyophilized)

Doxorubicin Hydrochloride For Injection USP 50mg / Vial

(As Lyophilized)

 

Doxorubicin Hydrochloride Liposomal For Injection 20mg/vial

(As Lyophilized)

Doxorubicin Hydrochloride Injection BP 50mg /25ml 

 

205

206

207

208

209

210

211

212

213

214

215

216



Docetaxel Injection USP 80mg/ 2ml

Daunorubicin Hydrochloride For Injection

20mg /  Vial

 (As Lyophilized)

 

Daunorubicin Liposomal Injection

50mg/vial

2mg/ml (50mg/25ml)

 

Daunorubicin Hydrochloride For Injection

50mg /  Vial

 (As Lyophilized)

  

Daunorubicin Hydrochloride For Injection USP 20mg /  Vial

 (As Lyophilized)

 

Epirubicin Injection BP  10mg / 5ml

 

Epirubicin Injection BP 50mg / 25ml

  

Epirubicin Hydrochloride For Injection 

10mg / Vial

(As Lyophilized)

 

Epirubicin Hydrochloride For Injection 

50mg / Vial

(As Lyophilized)

Fluorouracil Injection BP 250mg / 5ml

  

 

Fluorouracil Injection BP 500mg / 10ml

  

Fulvestrant Injection 250mg / 5ml

 

220

221

222

223

218

217

219

224

225

226

227

228



Gemcitabine For Injection USP

 200mg/ Vial

 (As Lyophilized)

  

Gemcitabine For Injection USP 1000mg/Vial

(As Lyophilized)

 

Gemcitabine For Injection USP 200mg/Vial 

(As Lyophilized) 

Gemcitabine For Injection USP 1000mg/Vial

 (As Lyophilized)

(Only For Export 

Gemcitabine For Injection USP

1000mg /  Vial

 (As Lyophilized)

 

Hydroxyurea Capsules USP 500 mg

  

Ifosfamide For Injection USP 1gm /  Vial

(As Lyophilized)

Irinotecan Hydrochloride Injection USP

40mg /2ml

  

Irinotecan Hydrochloride Injection USP

100mg /5ml

  

Imatinib Tablets 100 mg

 

Imatinib Tablets 400 mg

Imatinib Capsules 400 mg

Leucovorin Calcium For Injection USP 50mg/vial

(As Lyophilized)

233

229

230

231

232

234

235

236

237

238

239

240

241



Leucovorin Calcium For Injection USP 100mg/vial

(As Lyophilized)

Leucovorin Calcium Injection USP 

50mg /5ml

Letrozole Tablets USP 2.5 mg

Letrozole Tablets USP 2.5 mg

 

Lenalidomide Capsules 15 mg

  

Leuprolide Acetate For Injection 

3.75mg /  Vial

 (As Lyophilized)

 (1 months depot)

  

Leuprolide Acetate For Injection 

11.25mg /  Vial

 (As Lyophilized)

 (3 months depot)

 

Leuprolide Acetate For Injection 

7.5mg /  Vial

 (As Lyophilized) (1 months depot)

  

Leuprolide Acetate For Injection 

22.5mg /  Vial

 (As Lyophilized)

 (3 months depot)

  

Methotrexate Injection BP 50mg / 2 ml

  

 

Methotrexate Injection BP 1000mg/10ml

 

Methotrexate Injection BP

  

 

Methotrexate Injection BP

  

  

244
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246

242

243
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252
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Methotrexate Tablets BP 2.5 mg

Mercaptopurine Tablets BP 50mg

Nilotinib Capsules 150 mg

 

Octreotide Acetate Injection 100mcg/mL

Octreotide Acetate Long Acting

Release Injection 20mg/Vial

(Lyophilized)

   

Octreotide Acetate Injection 200mcg/mL

Oxaliplatin Injection USP  5mg / 5ml

 

Oxaliplatin Injection USP 50mg / 10ml

 

Oxaliplatin Injection USP 100mg / 20ml

 

Oxaliplatin Injection USP 200mg / 40ml

Oxaliplatin Injection USP 50mg /25ml

Oxaliplatin Injection USP  100mg /50ml

 

Oxaliplatin Injection USP 50mg /25ml 

 

Oxaliplatin Injection USP 100mg /50ml

  

Oxaliplatin For Injection USP 50mg / Vial

(As Lyophilized)

 

Oxaliplatin For Injection USP 100mg / Vial

(As Lyophilized)

268
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Oxaliplatin For Injection USP

  

Paclitaxel Injection USP 30mg / 5ml

Paclitaxel Injection USP 100mg / 16.7ml

 

Paclitaxel Injection USP 260mg / 43.4 ml

  

 

Paclitaxel Injection USP 300mg / 50 ml

 

Paclitaxel Nanopartical Injection

 

Paclitaxel (protein - bound particles)

for Injectable suspension  100mg /  Vial 

  (As Lyophilized)

 

Paclitaxel Injection USP 

150mg / 25ml

Sorafenib Tablets 200mg

 

Sunitinib Maleate Capsules 50mg

Sunitinib Maleate Capsules 25mg

  

271

277
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Sunitinib Maleate Tablets 50mg

Temozolomide Capsules 20 mg

  

Temozolomide Capsules 100 mg

  

Temozolomide Capsules 250 mg

  

Temozolomide Capsules USP 100 mg

  

Tamoxifen Tablets BP 10mg

Tamoxifen Tablets BP 20mg

 

Tretinoin Capsules 10 mg

  

 

Trabectedin powder for concentrate for solution for 

infusion 1mg/vial(As Lyophilized)  

Triptorelin For Injection 3.75mg/Vial

(As Lyophilized)

Triptorelin For Injection 11.25mg/Vial

(As Lyophilized)

Vinblastine Injection BP 10mg /10ml
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Vincristine Sulfate Injection USP 1mg /ml

  

Vincristine Sulfate Injection USP 2mg/2ml

 

Vincristine Sulfate For Injection USP

1mg /  Vial

 (As Lyophilized)  

Vincristine Injection BP 1mg /  Vial

(As Lyophilized)

Vincristine Injection BP 2mg /  Vial

(As Lyophilized)

Vinblastine Sulfate For Injection USP

10mg /  Vial

 (As Lyophilized)

 

Zoledronic Acid Injection 4mg /  Vial

(As Lyophilized)
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